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DETAILED ACTION 

MPEP section § 41 .54 states that after decision by the Board, the proceeding will 
be returned to the examiner, subject to appellant's right of appeal or other review, for 
such further action by appellant or by the examiner, as the condition of the proceeding 
may require, to carry into effect the decision. For the Appeal No: 2008:3527, the Board 
has reversed the examiner wherein the decision was received 3/27/2009. 

In the instant case, prosecution on the merits is being reopened as stated below 
in the instant Office Action. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 14-15 and 22 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Layne et al. (US P/N 5,968,731). 

The instant claims are drawn to a computer-implemented method for preparing a 
binding-ready biological sample for a binding assay, comprising: 



receiving a binding assay design for a binding assay; 
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preparing an experiment design for generating a binding-ready biological 
sample to be used in said binding assay; 

choosing a robot method for generating said binding-ready biological 

sample; 

generating work instructions for generating said binding-ready biological 
sample based on said experiment design and said robot method; and 

executing said work instructions on robot stations to generate the binding- 
ready biological sample. 

Layne et al. teach a system comprising process control tools (PCTs, which 
interface remote clients and the automated testing instruments), infectrons, and 
detectrons (where the infectrons and detectrons each is comprised of a group of 
interchangeable standard laboratory modules (SLMs) and standard support modules 
(SSMs) that perform the automated testing.) Layne et al. at col. 8, lines 15-30 teach 
that a remote client interfaced with a PCT is used to give a user/researcher access to 
the automated lab, wherein the user/research can define and perform the automated 
tests and to design experiments to be performed (lines 29-30). Layne et al. further 
teach at col. 8, lines 34-37 that the automated instruments perform the tests specified 
by the remote user. Thus Layne et al. teach receiving a binding assay design for a 
binding assay. Further, Layne et al. teach generating binding-ready biological sample 
(see col. 8, lines 24-26). In addition, Layne et al. teach that if the desired tests require 
submission of test specimens, the program control tools are used to define the 
requirements for packaging and labeling these specimens. As such, Layne et al. refer 
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to the SLMs and SSMs that prepare the assay as the infectron. Furthermore, Layne et 
al. at col. 12, lines 37-67 discuss components of the infectron, i.e. the viral cell 
inoculation SLM, incubation SLM, and cell washing SLM, which prepare the binding- 
ready biological sample. Layne et al. at col. 12, lines 37-67 further discuss a microtiter 
plate preparation SLM component that prepares the plate for the binding assay. 
Therefore the infectron and detectron, which act on instructions provided by the process 
controller, and indirectly a remote client user/researcher, read on the step of preparing 
an experiment design for generating a binding-ready biological sample to be used in 
said binding assay. Furthermore, the sample is considered a binding-ready biological 
sample because Layne et al. at col. 13, lines 21-24 teach that the sample prepared by 
the infectron will be used in an "enzyme-linked immuno-sorbent assay (ELISA)," which 
is a form of a binding assay. Layne et al. teach at col. 15, lines 5-15 that a remote 
client, wherein a user or researcher controls, may have a direct communication to the 
test instrument suite or may share information and instructions with the process 
controller. Layne et al. further teach at col. 15, lines 25-45 that the process controller 
receives test procedures defined by the remote client wherein the commands are then 
transformed into automated test suite commands, which define how the SSMs and 
SLMs, i.e. infectrons and detectrons, carry out their tasks, wherein the transformed 
designs into SLM commands reads on the step of generating work instructions for 
generating said binding-ready biological sample based on said experiment design and 
said robot method; and executing said work instructions on robot stations to generate 
the binding-ready biological sample. Layne et al. at col. 14, lines 50-53 teach that the 
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infectrons and detectrons contain standard laboratory modules that are removable and 
interchangeable, permitting easier maintenance and design improvements. Layne et al. 
teach at col. 12, lines 25-30 and col. 14, lines 33-35 examples of robots used as a 
component of the infectrons and detectrons, wherein the ability for selection of a 
particular module, i.e. robot, reads on the step of choosing a robot method for 
generating said binding-ready biological sample.. 

Layne et al. at col. 8, lines 28-30 teach that a user designs the experiments that 
are to be performed by the automated tester. Layne et al. at col. 10, lines 33-43 teach 
that the system "allows researchers to design new experiments and offers the test 
designer specified degrees of freedom," which reads on the step of preparing an 
experiment design for generating a binding-ready biological sample to be used in said 
binding assay. Layne et al. at col. 1 1 , lines 53-54 refer to a group of SLMs and SSMs 
an infectron, which carries out the automated testing. 

Layne et al. at col. 9, lines 47-49 and lines 55-59 teach that the controllers of the 
automated testing optimize the sequences by which all tasks take place and are 
capable of dynamic retasking, which further enables optimization of performing 
experiments, thus anticipating claim 15. 

Layne et al. at col. 13, lines 21-24 teach that the sample prepared by the 
infectron will be used in an "enzyme-linked immuno-sorbent assay (ELISA), which is a 
form of a binding assay that involves a hybridization as in claim 22. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 16-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Layne et al. (US P/N 5,968,731) as applied to claim 14 above and further in view of the 

following. 

Layne et al. suggest, but do not explicitly teach a step of, before said generating, 
checking inventory for materials required for said experiment design. 

Layne et al. suggest this because at col. 1 1 , lines 22-26 and lines 58-59 they 
discuss a commerce PCT that interfaces with the SLMs, which implements functions 
related to "inventory management of test and support materials" and that materials for 
the automated testing may be obtained from the testing suite stock supplies. Therefore, 
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it is implied that before obtaining the materials from the suite stock supplies, that 
inventory of those supplies would have been checked. 

Thus, It would have been obvious to one of ordinary skill in the art at the time of 
the instant invention to have a system which performs automated testing based on user 
designs where the supplies may be obtained from the testing suite stock supplies as 
taught by Layne et al., but first performs a check for inventory of materials required for 
said experiment. This is because an automated system capable of said functionality as 
taught by Layne et al. would need to be able to notify the remote client/user that 
inventory was not available or the automated system it depended on for obtaining 
materials would fail. Therefore, the differences between the claimed invention and the 
prior art were encompassed in known variation or in a principal known. In addition, the 
differences are the product not of innovation, but of ordinary skill in the art and common 
sense. 

Layne et al. suggest, but do not explicitly teach the limitations of claims 17-19 
wherein the claims are drawn to further limitations of checking inventory by sending a 
inventory request to an inventory system, receiving inventory data indicating whether 
said materials are available in inventory, and ascertaining from said inventory data 
whether said materials are available in inventory. 

Layen et al. suggest this because at col. 1 1 , lines 22-26 and lines 58-59 they 
discuss a commerce PCT that interfaces with the SLMs, which implements functions 
related to "inventory management of test and support materials" and that materials for 
the automated testing may be obtained from the testing suite stock supplies. Therefore, 
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it is implied that before obtaining the materials from the suite stock supplies that 
inventory of those supplies would have been checked. Furthermore, Layen et al. teach 
an automated testing system, which performs the functions commanded by a 
user/researcher wherein the user/researcher is interfaced with the system via electronic 
communications. Therefore, it is further implied that an automated system would have 
set up communication functions to alert the user/researcher with updates throughout the 
procedure. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to have a system which performs automated testing based on user 
designs where the supplies may be obtained from the testing suite stock supplies as 
taught by Layne et al., but first performs a check for inventory of materials by performing 
the limitations of claims 17-19, such as sending a inventory request to an inventory 
system. This is because an automated system capable of said functionality as taught 
by Layne et al. would want to be able to notify the remote client/user that inventory was 
not available or the automated system, if depended on for obtaining materials, would 
fail. Therefore, the differences between the claimed invention and the prior art are the 
product not of innovation, but of ordinary skill in the art and common sense. 

Layne et al. suggest, but do not explicitly teach wherein said receiving further 
comprises acquiring a tissue sample. 

Layne et al. suggest this because at col. 8, lines 30-32 that "if required, 
specimens are then packaged and physically transported to the automated lab site." 
Layne et al. further teach at col. 1 1 , lines 47-50 that the automated instrument suite for 
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performing the testing, can test biological samples, which comprises cells. Layne et al. 
further teach at col. 12 and 13 the testing instrument suite prepares the assay, which 
included preparing the sample. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to have acquired a tissue sample wherein cells could have been 
extracted and prepared for the assay testing as taught by Layne et al. This is because 
the system taught by Layne et al. is directed to testing cell samples, which are often 
derived from tissue. Therefore, acquiring a tissue sample, from which a researcher will 
extract cells for performing an assay is the product not of innovation but of ordinary skill 
and common sense. 

Layne et al. suggest, but do not explicitly teach the steps of extracting a 
constituent sample from said tissue sample; and updating inventory to include 
constituent sample as in claim 21 . 

Layne et al. suggest this because at col. 11, lines 66-67 and col. 12, lines 1-5 
they teach that the infectron performs a number of operations including providing supply 
materials, pipetting, and storing samples wherein pipetting involves extracting a 
constituent sample from a biological sample and storing samples implies some type of 
registration or updating for the automated testing system. 

It would have been obvious at the time of the instant invention to have extracted 
a constituent sample from a tissue sample and updated inventory to include said 
constituent sample in the automated testing system taught by Layne et al. This is 
because Layne et al. teach that the system is set up to extract constituent samples and 
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store inventory and supply inventory. Therefore to include a process that updates the 
inventory to include the constituent sample is a product not of innovation, but of ordinary 
skill and common sense. Moreover, Layne et al. teaching a system that extracts 
constituent samples and further teach that the different SLMs and SSMs are 
interchangeable to improve experimental design is implicitly capable of extracting 
constituent samples from a tissue sample with few interchangeable modifications. The 
differences between the claimed invention and prior art were encompassed in known 
variations as taught or in a principal known in the art as discussed. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason Sims, whose telephone number is (571)-272- 
7540. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Marjorie Moran can be reached via telephone (571)-272-0720. 

Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the 
Central PTO Fax Center. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 
(November 1 6, 1 993), and 1 1 57 OG 94 (December 28, 1 993) (See 37 CFR § 1 .6(d)). 
The Central PTO Fax Center number is (571)-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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